Background
==========

There is continuing interest among practitioners, policymakers and researchers in the evaluation of complex interventions. This interest stems from the need to further develop the evidence base on the effectiveness of healthcare and public health interventions, and an awareness that evaluation becomes more challenging as interventions move along the spectrum from 'simple' towards more complex interventions \[[@B1]\]. This focus on complexity is also driven by ongoing debate about the most appropriate methods for evaluating health systems, and the recognition that it is important to know not just whether health system interventions 'work', but also about when, why, how and in what circumstances such interventions work well \[[@B2],[@B3]\].

A further stimulus has been the Medical Research Council's (MRC) 'A framework for development and evaluation of RCTs for complex interventions to improve health', originally published in 2000 \[[@B4]\] and revised and extended in 2008 \[[@B5]\]. This guidance was published in response to the difficulties faced by those attempting to develop complex interventions and evaluate their impact. It describes complex interventions as being 'built up from a number of components, which may act both independently and inter-dependently' \[[@B4]\]. These components include behaviours, behaviour parameters and methods of organising those behaviours, and they may have an effect at individual patient level, organisational or service level or population level (or all of these in some cases). The MRC's 2008 guidance also emphasises the numbers of components and their interactions, behaviours, organisational levels and outcomes, and goes further than the 2000 framework in outlining the variability of desired outcomes and the degree to which flexibility or tailoring of the intervention is permitted. Both documents highlight the importance of establishing both *whether* an intervention is effective and *how* it works.

The term 'complex intervention' is now used extensively in the academic health literature to describe both health service and public health interventions. Complex interventions have been the topic of numerous conferences and meetings, the focus of funding calls, and will be the subject of a new chapter in the Cochrane Handbook for Systematic Reviews of Interventions \[[@B6]\]. The common usage of the term indicates increasing recognition of complexity and its implications for the development and evaluation of interventions. It may also be the case that, as the term has achieved wider application, it has come to be used strategically by researchers to add authority and currency to funding proposals and academic articles. However, it is not always clear that 'complexity' is being used to refer to the same things, nor what measures researchers are taking to evaluate it. It has been suggested, for example, that what is described as 'complexity' is actually just 'complicatedness' -- a very different concept \[[@B7]\].

We undertook an analysis of published journal articles in the field of health in which complexity was an important element. Our aim was to identify the aspects of complexity described by writers; the fields in which complex interventions are being evaluated; and to describe challenges experienced due to the complexity of interventions and how authors dealt with these. This paper outlines the findings of this documentary analysis focusing, in particular, on the challenges of designing, implementing and evaluating complex interventions described by authors.

Methods
=======

Search strategy
---------------

The PubMed electronic database was searched for journal articles published in the ten year period, January 2002 to December 2011. The start date was chosen to allow enough time for papers referring to the MRC guidance (2000) to have been published. The search identified the term "complex intervention\*" in the title and/or abstract of a paper, excluding papers not written in English. Research reports, trial protocols, systematic reviews, meta-analyses, discussion pieces, published oral presentations and letters were included. We then undertook a content analysis of the papers to identify authors' descriptions of challenges faced in developing, implementing and evaluating complex interventions. The search was undertaken systematically as described above but we did not conduct a critical analysis of each paper as our principal aim was to provide a snapshot of current practice rather than a comprehensive review.

Analysis
--------

Having read the papers, we extracted text to a table from each paper. Columns included title, author, study topic (e.g. clinical, public health, etc.), definitions of complex interventions used by authors, problems identified by authors (using the search terms: *challenge*, *barrier*, *difficult*, *limit* to identify difficulties described), and cited literature on complex interventions.

The process of analysing the papers' content and identifying challenges described by authors produced a number of themes which we used to structure the results section. These are: intervention design (descriptions of challenges derived from the nature or content of the intervention); intervention implementation (challenges in implementing complex interventions); contextual characteristics (aspects of context that may influence implementation or evaluation of complex interventions); outcomes (reflecting the difficulties posed by the outcomes of complex interventions) and evaluation (describing challenges to evaluation). We are not suggesting that these themes are mutually exclusive. The design and content of an intervention, for example, are influenced by the context in which it will be implemented and the methodology used to evaluate it. Quotes from papers were selected to illustrate issues raised by authors.

Results
=======

The search resulted in a sample of 221 papers of which full text of 216 (98%) was obtained and 207 were included in the analysis. Nine papers were excluded because their subject matter was not relevant for our purposes. A small number of the papers included were published online in 2011 but in print in 2012.

The 207 papers broadly cover clinical (45%), methodological (27%), health promotion (23%) and public health (3%) topics with a small number of 'others' (1%). All those included in the analysis are listed in Table [1](#T1){ref-type="table"}. Some papers focus on particular health conditions, such as cancer, diabetes, HIV and mental illness; some on health and social interventions, including palliative care services, complementary therapies and decision aids; and others on methodological and theoretical issues such as causality, the use of normalisation process theory, and approaches to health promotion.
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  Omar R.**The evidence for prosthodontic treatment planning for older, partially dentate patients.***Med Princ Pract* 2003 **12 Suppl 1:**33-42                                                                                                                                                                                                                                                                                                                Clinical
  Rollnick S.**General practitioner screening for excessive alcohol use. Paper enables open debate about a complex intervention.***BMJ* 2003 **326:**336                                                                                                                                                                                                                                                                                                        Health promotion
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  Byng R, Jones R.**Mental Health Link: the development and formative evaluation of a complex intervention to improve shared care for patients with long**-**term mental illness.***J Eval Clin Pract* 2004 **10:**27-36                                                                                                                                                                                                                                        Methodology
  Conway TL, Woodruff SI, Edwards CC, Hovell MF, Klein J.**Intervention to reduce environmental tobacco smoke exposure in Latino children: null effects on hair biomarkers and parent reports.***Tob Control* 2004 **13:**90-92                                                                                                                                                                                                                                 Health promotion
  Drescher U, Warren F, Norton K.**Towards evidence**-**based practice in medical training: making evaluations more meaningful.***Med Educ* 2004 **12:**1288-1294                                                                                                                                                                                                                                                                                               Methodology
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  Power R, Langhaug LF, Nyamurera T, Wilson D, Bassett MT, Cowan FM.**Developing complex interventions for rigorous evaluation** - **a case study from rural Zimbabwe.***Health Educ Res* 2004 **19:**570-575                                                                                                                                                                                                                                                   Methodology
  Shemilt I, Harvey I, Shepstone L, Swift L, Reading R, Mugford M, Belderson P, Norris N, Thoburn J, Robinson J.**A national evaluation of school breakfast clubs: evidence from a cluster randomized controlled trial and an observational analysis.***Child Care Health Dev* 2004 **30:** 413-427                                                                                                                                                             Health promotion
  Smith S, Bury, O'Leary M, Shannon W, Tynan A, Staines A, Thompson C.**The North Dublin randomized controlled trial of structured diabetes shared care.***Fam Pract* 2004 **21:** 39-45                                                                                                                                                                                                                                                                        Clinical
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  Greaves CJ, Farbus L.**Effects of creative and social activity on the health and well**-**being of socially isolated older people: outcomes from a multi**-**method observational study.***J R Soc Promot Health* 2006 **126:**134-142                                                                                                                                                                                                                        Public health
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  MacPherson H, Thorpe L, Thomas K.**Beyond needling** - **therapeutic processes in acupuncture care: a qualitative study nested within a low**-**back pain trial.***J Altern Complement Med* 2006 **12:**873-880                                                                                                                                                                                                                                               Clinical
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  Hoddinott P, Pill R, Chalmers M.**Health professionals, implementation and outcomes: reflections on a complex intervention to improve breastfeeding rates in primary care.***Fam Pract* 2007 **24:**84-91                                                                                                                                                                                                                                                     Health promotion
  Lamb SE**,**Gates S, Underwood MR, Cooke MW, Ashby D, Szczepura A, Williams MA, Williamson EM, Withers EJ, Mt Isa S, Gumber A.**Managing Injuries of the Neck Trial** (**MINT**)**: design of a randomised controlled trial of treatments for whiplash associated disorders.***BMC Musculoskelet Disord* 2007 **8:**7                                                                                                                                         Clinical
  MacPherson H, Schroer S.**Acupuncture as a complex intervention for depression: a consensus method to develop a standardised treatment protocol for a randomised controlled trial.***Complement Ther* Med 2007 **15:**92-100                                                                                                                                                                                                                                  Clinical
  May CR, Mair FS, Dowrick CF, Finch TL.**Process evaluation for complex interventions in primary care: understanding trials using the normalization process model.***BMC Fam Pract* 2007 **8:**42                                                                                                                                                                                                                                                              Methodology
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  Byng R, Norman I, Redfern S, Jones R.**Exposing the key functions of a complex intervention for shared care in mental health: case study of a process evaluation.***BMC Health Serv Res* 2008 **8:**274                                                                                                                                                                                                                                                       Methodology
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  Hawe P, Shiell A, Riley T.**In response to Spillane V., Byrne M.C., Byrne M., Leathem C.S., O**\'**Malley M.** &**Cupples M.E.(2007)Monitoring treatment fidelity in a randomized trial of a complex intervention. Journal of Advanced Nursing 60(3), 343**-**352. Important considerations for standardizing complex interventions.***J Adv Nurs* 2008 **62:**267                                                                                            Methodology
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Use of MRC guidance
-------------------

As noted above, MRC guidance on the development and evaluation of complex interventions \[[@B4],[@B5]\] has been available since 2000. Without making assumptions about whether or not citation of these guidance documents or other key references reflects the content or quality of the papers listed, we report the proportions that did so. In all, 31% (n = 64) of papers cited either the 2000 or 2008 guidance or both. Nearly a quarter (23%) cited Campbell et al.'s paper, 'Framework for design and evaluation of complex interventions to improve health' \[[@B8]\] which accompanied the 2000 guidance and 12.5% (n = 26) cited Craig et al.'s paper \[[@B1]\] which accompanied the launch of the 2008 MRC guidance. Other highly cited papers were: Campbell et al.'s 2007 paper 'Designing and evaluating complex interventions to improve health care' \[[@B9]\] (n = 16), Hawe, Sheill and Riley's 2004 'Complex interventions: how "out of control" can a randomised controlled trial be?' \[[@B10]\] (n = 15) and Oakley et al.'s 2006 'Process evaluation in randomised controlled trials of complex interventions' \[[@B11]\] (n = 12). 43% (n = 90) of papers did not cite the guidance documents or any of the above key references.

Intervention design
-------------------

Here we outline the challenges described by writers in deciding upon and standardising the content of interventions which may include a number of components.

### The value of a theoretical understanding

The MRC guidance advises that intervention design should be based on a theoretical understanding of how an intervention causes change. Some papers focused on the development of an explanatory framework or rationale to inform intervention design and evaluation. These included, for example, one aimed at identifying and differentiating the components of two approaches to acupuncture (biomedical and traditional). These authors describe using a 'realist review' approach to develop an analytical framework for their review:

'Its first step is to uncover or identify the essential or implicit theory or theories that underlie an intervention, that is, how the intervention is thought or meant to work and its expected impacts.' \[[@B12]\]

Another research team described the process of developing an optimal complex physical therapy intervention for patients with hip osteoarthritis 'in light of current knowledge and expert opinion' given the lack of understanding about how individual components of the therapy affect the disease process \[[@B13]\]. In this case, the development of a theoretical framework meant collecting evidence to help understand the aetiopathogenesis and physical impairments associated with the condition.

Others explained how they used existing models and theories to inform interventions and evaluation design. Drawing on previous studies, Borglin, Gustafsson and Krona \[[@B14]\] describe using the Theory of Planned Behaviour to develop a series of workshops for nurses to improve pain management for cancer patients. The Normalisation Process Model \[[@B15]\] was used as a theoretical framework in two RCTs in maternity care and was reported to be of value in understanding organisational contexts into which new models of care are introduced \[[@B16]\].

' ...the use of this theoretical model will deepen our understanding of which factors contribute to the legitimacy of an intervention and thus the likelihood that it will be sustainable.' \[[@B16]\]

Even if evidence is available, it may not be possible to predict which elements of an intervention will be acceptable to health care staff and patients, have the desired effect and be sustainable. It may also be difficult to define exactly what will constitute the intervention:

'...developing precise inclusion criteria for such complex interventions is more problematic, because by definition it is not clear *a priori* which mechanisms have to be in place in order to define an intervention as "collaborative care".' \[[@B17]\]

Nonetheless, the authors report that developing a theoretical framework early in a study enables attention to be focused on what needs to be done to plan, implement and sustain an intervention and what is less important.

### Standardisation and treatment fidelity

Implementing any intervention in a standard format across sites is not straightforward but standardising complex, multiple treatment interventions, which may have a number of interacting components, is difficult and, some researchers argue, standardising the form of an intervention rather than its function may not be appropriate \[[@B18]\]. Two main challenges to standardisation were identified in these papers: on the supply side, the likelihood of variation in the delivery of services (e.g. \[[@B19]\]), and, on the demand side, the wide range of patients' diagnoses, stages of disease, needs and preferences (e.g. \[[@B20]\]).

'Because of heterogeneity regarding settings, experiences, training, etc. and lack of standardisation, it is very difficult to compare different HPCTs \[hospital palliative care teams\]; hence the need for careful definition.' \[[@B21]\]

'In the example given \[...\] of a Computer Decision Support System, is the intervention the software or the combination of the software and the staff working in the call centre?' \[[@B15]\]

Attempting to standardise an intervention to meet the needs of researchers may lead to perverse outcomes:

'The advantage of standardisation \[in acupuncture interventions\] must be offset against the disadvantage that such treatments, when obviously inadequate or inappropriate, cannot be modified, as would normally occur in routine clinical practice.' \[[@B22]\]

A degree of flexibility in the design and implementation of interventions was advocated by a number of writers with the aim of ensuring that interventions could be adapted to both local circumstances and to patients' needs.

'...it is important to retain some flexibility, allowing adaptation of the intervention to the local context and ensuring the intervention can be tailored for individual OHC \[oral health care\] needs.' \[[@B23]\]

As well as disparity in delivery, differences in the frequency of interventions and lack of a precise definition of the start of treatment were described (e.g. \[[@B24]\]). The MRC guidance \[[@B5]\] asserts that 'any variation in the intervention needs recording, whether or not it is intended, so that fidelity can be assessed in relation to the degree of standardisation required by the study protocol'. Replicability would be compromised by undocumented variation.

In order to record how implementation is carried out on the ground, the authors of one paper (on the topic of secondary prevention of heart disease in general practice) suggest using a range of treatment fidelity procedures to monitor the intervention and to capture the processes involved. These procedures enhance validity and reliability with the aim of 'reducing errors in the interpretation of study outcomes and attributing outcomes directly to the effect of the intervention' \[[@B25]\]. Examples described include standardised training sessions, project manager observation, quality assurance visits to practices during intervention implementation, use of a structured recall system, research nurse observation of general practitioners and practice nurses during intervention consultations and use of practice and patient care plans to document the process of intervention delivery.

Intervention implementation
---------------------------

To implement an intervention one must think at an early stage about who will be responsible for what and in what setting \[[@B5]\]. In the case of complex interventions, there may be a number of individuals, institutions or agencies involved across several sites. After an intervention has been trialled or evaluated (and depending on the outcome), consideration should be given to its sustainability and the ease with which it can be integrated into usual service. In this section, we consider the challenges - ranging from the philosophical to the practical - identified by writers in implementing interventions.

'Even when the concept of RRS \[rapid response systems\] is believed to be advantageous, the actual implementation entails overcoming a myriad of barriers: political, financial, educational, cultural, logistic, anthropological, and emotional.' \[[@B26]\]

Structural and logistical obstacles may have an impact on effective implementation in the 'real world' where it is not always possible to control activities and outcomes.

'Campus Watch has undergone many changes, both structural and functional, since it was introduced in 2007; its evolution has not been guided by an overarching design and modifications have occurred for reasons that have not always been well documented.' \[[@B27]\]

### Staffing issues

Those at the front line of 'delivering' an intervention may face time and resource difficulties or lack of buy-in with the aims of the intervention while there may be political and/or financial considerations further up the organisational hierarchy. The replication, regulation and sustainability of new practices in diverse teams across a number of sites can make heavy demands on staff who may experience competing priorities if they are also involved in data collection for evaluation purposes:

'There was no systematic exploration of midwives' views of working in the models post RCT, or of the views of other stakeholders such as non-team midwives, managers and obstetric staff during or after completion of the team RCT, nor during the subsequent iterations of the team model. Therefore it is not possible to draw conclusions about why the original evaluated model was not sustained.' \[[@B16]\]

'In ...the area where breastfeeding rates did not improve, health professional support for the project was weaker and relationships between midwives and health visitors were problematic.' \[[@B28]\]

'It is clear that teachers found it difficult to deliver the programme for a variety of logistic reasons (low morale, lack of support and competing priorities at school) and contextual reasons (difficulty teaching about sensitive issues, switching from their traditional teacher role, and lack of trust between pupils and teachers).' \[[@B29]\]

Implementing an intervention uniformly may create difficulties for clinicians whose first aim is to provide the most effective care to patients. The papers present examples of treatment that deviated from the protocol because of decisions made by staff:

'At least two control patients are known to have received more intensive physical therapy, i.e. muscle-strength training, than they would have otherwise. We believe that once the surgeons sensed that patients receiving intensive physical therapy were responding well, the surgeons were likely to have encouraged their patients to get more physical therapy, thus further diluting the impact of the intervention.' \[[@B30]\]

### Patient issues

A number of issues relating to patients were raised by authors. These included patients' preferences and patient/staff interaction, and recruitment and retention to trials. Studies about the treatment of chronic illness, for example, emphasised the role of patients (and carers) in active management of health conditions \[[@B31],[@B32]\] Less positively, one paper reported that for a number of reasons 'despite initial willingness, after a few weeks some patients \[suffering from psychosis\] no longer wanted to receive therapy\' \[[@B33]\]. A review on the topic of patients with medically unexplained symptoms reported that patients distrusted doctors regarding emotional aspects of their problems while doctors were concerned about encouraging patient dependence \[[@B34]\].

Those conducting trials reported that recruitment and retention of participants may be negatively affected if the intervention targets patients who are severely ill or who are hard to reach. Examples reported included patients with advanced dementia and their carers \[[@B35]\], those receiving palliative care \[[@B21]\] and young drug users \[[@B36]\]. In the first example, unbiased comparisons could not be made between intervention and control groups because of sample attrition \[[@B35]\]. In their consideration of the strengths and weaknesses of a before-after study design, Simon and Higginson \[[@B21]\] offer suggestions for strategies (including inclusion of a control group in research design, time series approaches, and more robust outcome measures) to control and limit secular trends, bias and confounders. Garfein and colleagues \[[@B36]\] describe one method used to retain participants:

'Given the anticipated difficulty in retaining young IDUs \[intravenous drug users\]for a longitudinal study, follow-up window periods were designed such that the need for high retention was balanced with the need for uniform intervals between the intervention and follow-up assessments.'

In evaluating an intervention aimed at high-utilising patients with medically unexplained symptoms, Lyles and colleagues \[[@B37]\] describe how they achieved their impressive retention rate of 98%:

'Remunerating participants in recognition of their time commitment helped to maintain interest. However, consistent, clear communication from project staff and persistence in contacting participants were also important factors in enrolling and retaining subjects. We maintained a communication link with participants at intervals throughout the project.'

Contextual characteristics
--------------------------

Complex interventions, by their nature, are more likely than simpler ones to depend for their success on the context in which they are implemented \[[@B38]\]. Authors described the impact of structural, capacity, professional and political factors on their introduction. The most commonly cited contextual barrier to implementation was the organisational context. As one author put it:

'The findings concur with previous studies, which suggest that organisational environment and culture, and client factors may influence occupational therapy practice.' \[[@B39]\].

Organisational context encompassed a wide range of elements from the parochial to the regional or national level and included organisational cultures, such as hierarchies and professional boundaries, staffing arrangements, social, geographical and environmental barriers, and the impact of other simultaneous organisational changes. The organisational context could either help or hinder the implementation of an intervention -- or do both at the same time.

'More attention should be given to the systems into which policies and complex interventions intervene. Particularly how the negative consequences of the environment, resource shortages, organisational change, competing demands and leadership affect an organisation's ability to effectively deliver an intervention.' \[[@B40]\]

'The difficulties of delivering complex interventions in inner city areas are well known to clinicians, and might be attributed variously to low levels of social support, high levels of deprivation, and relative residential instability. Such contextual disadvantages remain a therapeutic challenge.' \[[@B33]\]

'Although the changing of long-term entrenched practices of physicians and other professionals is known to be a difficult task, problem solving in expanding cycles was able to affect such a change and produce an effective cervical cancer screening programme with no increase in financial resources.' \[[@B41]\]

Another example of an organisational barrier to implementation was lack of support for what were seen as demanding projects. GP practice staff, for example, were thought to have few incentives for engaging in thinking through and developing complex new service arrangements:

'Furthermore the external environment was not a sufficiently supportive context for the scope of the proposed shared care developments: it was seen as "*a big project*".'\[[@B42]\]

Outcomes
--------

Having established what outcome(s) an intervention is aiming to achieve, researchers face challenges in designing tools to effectively measure outcomes, understanding 'the length and complexity of the causal chains linking intervention with outcome' \[[@B5]\], explaining discrepancies between expected and observed outcomes, and capturing the long term characteristics of outcomes after a trial or study is concluded.

### Multidimensional outcome measures

Outcomes are likely to be plural and multi-dimensional, spanning 'the spectrum from mortality, morbidity, disability, to satisfaction and cost' \[[@B43]\] as 'restricting the success indicator to one single health or behavioural outcome leads to many unsolved questions about the success factors for, and barriers to, the effectiveness of the intervention' \[[@B44]\]. Clinical pathways are aspects of complex interventions that may demand outcomes be measured across many domains including clinical, service, team, process and cost \[[@B38]\]. As well as breadth, outcome measures must take time into account and may be designed for the short, medium or long term or all three.

'Given this degree of complexity identifying a single primary outcome measure to capture the impact of an OHC \[oral health care\] intervention is problematic. We would anticipate that a multifaceted OHC intervention would impact upon a range of components including for example dental referrals, staff knowledge and patients' oral health.' \[[@B23]\]

'It is therefore critical that the impact of new models of care are rigorously evaluated, considering outcomes for women and infants as well as outcomes for midwives and other maternity care providers.' \[[@B16]\]

### Assessing outcomes

Apart from difficulties in deciding upon measureable outcomes imposed by the complexity of interventions, writers noted that there is now an expectation that the bio-psycho-social aspects of interventions be measured as well as the clinical ones \[[@B45]\]. In palliative care, for example, patient experience *is* the primary outcome \[[@B46]\]. In general, it is argued that patient-centred outcomes, such as quality of life, as well as the views and experiences of staff should be taken into account. Some authors suggested that methods of measuring outcomes did not always capture the positive impact of an intervention and, in some cases, described their use of qualitative data to measure patient experience (e.g. \[[@B47]\]).

'The lack of an objective outcome was in contrast to subjective feedback from the study participants who felt that the intervention had produced a change in practice.' \[[@B48]\]

'Reliance on empirical and societal defined outcomes often hides success in terms of participant defined outcomes.' \[[@B19]\]

Establishing 'hard' outcome measures was seen to be difficult in particular fields where the success of an intervention does not necessarily equate with patient improvement or survival.

'The holistic approach of palliative care and its services causes some problems in defining clear outcomes and finding valid measurements.' \[[@B21]\]

'There is a lack of an accepted primary outcome regarding the use of decision aids. Possible categories to classify measures of effectiveness are knowledge, decision process (e.g., satisfaction and participation preference), decision outcomes (e.g., has a treatment decision been made, adherence), health status, and economic measures.'\[[@B49]\]

Some writers admitted that it was not possible to attribute the 'active ingredient' \[[@B4]\] of a complex intervention to a particular component of its design:

'If this complex intervention does reduce mortality the relative contributions of education, PEWS \[paediatric early warning system\] and MET \[medical emergency team\] to clinical effectiveness is unknown.' \[[@B50]\]

'In many cases, the effectiveness of training is more difficult to measure because a wide range of variables unrelated to the training intervention can mediate both the training process and the outcome. These variables need to be considered if it is to be established whether an outcome is due to the training intervention or other unrelated factors. For instance, variables related to the individual have been shown to mediate impact on outcomes like stress and burnout levels, and staff satisfaction.' \[[@B51]\]

Evaluation
----------

The process of evaluating health service interventions occurs before, during and after implementation. In this section, we highlight some important issues raised by authors but do not systematically describe the many research designs which are the subject of the papers themselves.

### Formative and process evaluation

The 2008 MRC guidance suggests that 'A mixture of qualitative and quantitative methods is likely to be needed, for example to understand barriers to participation and to estimate response rates' \[[@B5]\] to assess the feasibility of an intervention. As noted above, qualitative data are increasingly recognised as 'an essential component of health services research' \[[@B52]\], providing insights into the acceptability of interventions and their social consequences which cannot be measured by quantitative approaches. Formative evaluation -- conducted to aid intervention design -- can offer insights into the views and priorities of both patients and practitioners.

'The key to the successful development of the complex intervention was the use of qualitative research that ensured that the intervention was based on data from interactions in ongoing trial recruitment appointments. Exploratory qualitative research of recruitment appointments in the Protect feasibility study showed that improvements to the presentation of study information increased rates of randomization from 30% to over 65%.' \[[@B53]\]

Process evaluation is particularly important in multisite trials, 'where the "same" intervention may be implemented and received in different ways' \[[@B11]\].

'Neither quantitative nor qualitative approaches alone would provide an adequate insight into the implementation of the intervention across all three levels of care, from the perspective of all involved and capture the information needed in relation to both effectiveness and feasibility issues.' \[[@B23]\]

Discussion
==========

Limitations
-----------

The number and range of papers discussed here are not comprehensive given the search terms used and database searched and selection bias is therefore possible. However, we feel that there is a large enough number included for our purposes. We conducted a content analysis rather than a systematic review which supported our aim of identifying aspects of complexity in health interventions, the fields in which they are implemented and the challenges experiences by researchers.

Summary of results
------------------

The literature on complex interventions is thick with descriptions of complex, challenging interventions, but thin on practical advice on how these should be dealt with. In the papers we surveyed, authors pointed to the practical value of theory in determining which features of an intervention and its context are likely to be important in influencing outcomes and determining sustainability. They caution against attempting to too narrowly define and standardise the intervention, drawing on Hawe and colleagues lead (standardising on 'function' rather than 'form') \[[@B10]\]. This also means having procedures in place to document what is actually done under the heading of 'the intervention'.

The interaction between intervention and context is frequently emphasised, and one aspect of context which is highlighted in several papers is the people involved, including staff and patients themselves. The MRC guidance notes that complexity may derive from interaction between patient or recipient and provider. The implication for implementation and evaluation is that (in the case of healthcare interventions) barriers at both levels should be considered and mitigated and, in the case of evaluation, relevant data collected. These barriers could also be built into the initial logic model driving the evaluation \[[@B54]\]. The papers also point to the wide range of contexts which have been considered as relevant, including professional boundaries and hierarchies, which do not often feature in descriptions of context, but are clearly relevant in some of these examples. In one study the specific recommendation is made that attention should be given to the systems into which complex interventions are placed \[[@B40]\]. In practical terms this may mean describing those systems in detail and at different levels and theorising on how they may affect the effectiveness of implementation.

Several studies point to a multiplicity of health and non-health outcomes as a source of complexity. In many of the papers which raise this as an issue, there is an implicit need for outcome measures -- or a range of outcome approaches -- capable of capturing outcomes across different dimensions and time scales. This may imply a move away from a focus on primary outcomes and a small number of secondary outcomes towards a much more multi-criteria form of assessment which acknowledges the multiple objectives of many complex interventions.

Conclusions
===========

Implications
------------

The above comments may have implications for reporting of studies of complex interventions. The quotes suggest that more detailed reporting of information on outcomes, context and intervention is required for complex interventions. However, reporting guidelines for quantitative studies may require further adaptation to enable adequate explanation of complex interventions, and the contexts within which they were implemented. Defining and describing context, for example, may prove particularly challenging and, given the inherent flexibility in complex interventions themselves, even defining the intervention may be difficult. Future revisions to reporting guidelines for both primary and secondary research may need to take aspects of complexity into account to enhance their value to both researchers and users of research.
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